Legal Analysis Supporting Utility Sxaaiaatioa Guideliaas 
I. General Principles Governing Utility Rejections 

The Office must examine each application to ensxire comoliance with 
the ^^usefxil invention' or utility requirement of 35 U.3.C. § 101, 
In discharging this obligation, however. Office personnel must 
keep in mind severaQ general principles that control anplication 
of the utility requirement. 

As interpreted by the Federal courts, 35 U.S.C. § 101 has two 
purposes.^ First, § 101 defines which categories of inventions are 
eligible for patent protection- An invention that is not a 
machine, an article of manufacture, a conroosition or a process 
cannot be patented.^ Second, § 101 serves to ensure that patents 
are granted on only those inventions that are *usef ul . ' This 
second purpose has a Constitutional footing— Article I, Section 8 
of the Constitution authorizes Congress to provide exclusive 
rights to inventors to promote the "^useful arts . Thus , to 
satisfy the requirements of § 101, an applicant must claim an 
invention that is statutory subject matter and must show that the 
claimed invention is ^useful' for some purpose, either explicitly 
or implicitly. Application of this latter* element of § 101 is the 
focus of these guidelines. 

Deficimcies under the ^useful invention' recuirement of § 101 
will arise in one of two forms. The first is where it is not 
apparent why the applicant believes the invention to be "useful,** 
This can occur when an applicant fails to identify any specific 
utility^ for the invention or fails to disclose enough information 
about the invention to make its usefulness immediately apparent to 
those familiar with the technological field of the invention. The 
second type of deficiency arises in the rare instance where an 
assertion of specific utility for the invention made by an 
applicant is not credible. 

A. The Utility Requireaant Requires that a Claimed 

Invention Have a Specific ^Usefulness'' with ^Real 
World" Value 

To satisfy § 101, an invention must be 'useful.'^ Courts have used 
the labels ^practical utility* or specific utility to refer to 
this aspect of the ^useful invention'' requirement of § 101. As 
the Court of Customs and Patent Appeals stated in Nelson v! 
Bowler 

^^Practical utility' is a shorthand way of attributing 
'^real -world" value to claimed subject matter. In other 
words, one skilled in the art can use a claimed discovery 
in a manner which provides some immediate benefit to the 
public . ^ 

Practical considerations require the Office to rely on the 
inventor's understanding of his or her invention in determining 
whether and in what regard an invention is believed to be 
"useful." Because of this. Office personnel should focus on and 



Page 2 



be receptive to specific assertions made by the applicant that an 
invention is -useful- for a particular reason. Office personnel 
Should distinguisn between situations where an apolicant has 
disclosed a specific use for or application of the invention and 
Situations where the applicant merely indicates that the invention 
may prove userul without identifying with specificity why it is 
considered useful.^ Assertions falling within the former category 
are sufficient to identify a specific utility for the iiiventi^ 
Assertions that fall in the latter category^ insuffiSSt S' 
derine a speciric utility for the invention, esaecially i^ the 
assertion takes the form of a general statement" that makes ^t 
Clear that a "useful" invention aBZ arise from what has been 
disclosed by the applicant,' 

Some confusion can result when one attamots to label certain tvces 
of inventions as not being capable of having a soecific ut^i^ty' 
based on the setting in which the invention is to be used 
Inventions that are to be used exclusively in a research setting 
(I.e., ''research tools") illustrate the problem. Many research 
tools sucn as gas chromatographs , screening assays, and nucleotide 
sequencing tacnniques nave a clear, specific and unquestionable 
utility (e.g., they are useful in analyzing camnounds) . An 
assessment that focuses on whether an invention" is useful only in 
a research setting thus does not address whether the soec-fic 
invention is in fact "useful' in a patent sense. Inst'ead, Office 
personnel must distinguish between inventions that have a 
specifically identified utility and inventions whose SDecific 
uti.j.ity requires further research to identify or reasonablv 
contirm. Laoels such as 'research tool," "intermediate" or "for 
researcn purposes" are not helpful in determining if an arolicant 
has laentiried a specific utility for the invention. " 

»i^S^;;'^Sr'^i-^^^° careful not to interpret the ohrase 

ci^l^fo le^f>i^t. ^° ^^^^ formulations ii other 

cases to mean that products or services based on the claimed 

StS5i°?HH^?^"'''^^''^^ available' to the public in order to 
satisfy the utility requirement. Rather, am reasonable use that 
an applicant has identified for the invention that can be v^ ewed 

llairwiff JpLSfi^"^^®^^^ ^^^^^'^ ^ accepted as sufficient, at , 
least With regard to denning a "specific utility. 



B. Wholly Inoperative Inventions Are Not "Useful" 

laventioBS Under 35 U.S.C. § loi; -Incredible' Utility 

An invention that is "inoperative- (i.e., it does not ODe-at» to 
?S°S^f,^^ results claimed by the patent applicLi^rif S^? a 
tho ^® meaning of the patent law." However, as 

the Federal Circuit has stated, "[t]o violate § 101 the claimed 
device must be totally inrapahl^ nf ^r^A^^r.„ ^ .ii 
X£ an invention is only partially successful in achieving a useful 

-ifl^v claimed invention as a whole based on a 

lack of utility IS aat appropriate." 

Situations vfcere an invention is found to be "inoperative' and 
therefore lacking in utility are rare, and rejections maintained 
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solely on this ground by a Federal court even rarer. In many of 
these cases, the utility asserted by the applicant was thought to 
be "incredible in the light of the knowledge of the art, or 
factually misleading' when initially considered by the Office " 
Other cases suggest that on initial evalxiation, the Office 
considered the asserted utility to be inconsistent with known 
scientific principles or "speculative at best" as to whether 
attributes of the invention necessary to impart the asserted 
utility were actueaiy present in the invention." However cast 
the underlying finding by the court in these cases was that, based 
on the factual record of the case, it was clear that the invention 
could and did not work as the inventor claimed it did. Indeed 
the use of many labels to describe a single problem (e.g., an 
assertion regarding utility that is false) has led to some of the 
contusion that exists today with regard to a rejection based on 
the "utility- requirement. Examples of such cases include- an 
invention asserted to change the taste of food using a magnet- c 
field, a perpetual motion machine," a flving machine operating on 
"flapping or flutter function, a method" for increasing the 
energy output of fossil fuels upon combustion through exDosur^ to 
a magnetic field, uncharacteri zed ccaapositicns for curing a wide 
array of cancers, a method of controlling the aging process," and 
a method of restoring hair growth.^- Thus, in view of the rar«» 
nature of such cases. Office personnel should not label an* 
asserted utility "incredible," - specrilative - or otherwise unless 
lu IS clear that a rejection based on "lack of utility- is proper. 

C. Therapeutic or Pharaacological Utility 

Inventions asserted to have utility in the treatment of human or 
animal disorders are subject to the same legal requirements for 
utility as inventions in any other field of technology." As such, 
pnarmacological or therapeutic inventions that provide anv 
"immediate benefit to the public' satisfy § lOi' ^ 

Courts have repeatedly found that the mere ident:if^ra^i^n of a 
pharmacological activity of a compound that is relevant to an 
asserted pharmacological use provides an "immediate benefit to the 
public and thus satisfies the utility requirement." As the CCPA 
neld in Nelson v . Bowlp^ r 

Knowledge of the pharmacological activifvr of any compound 
IS obviously beneficial to the public, it is inherently 
faster and easier to combat illnesses and alleviate 
synptoms when the medical profession is ai-ned with an 
arsenal of chemicals having known oharmaco logical 
activities. Since it is crucial co provide researchers 
with an incentive to disclose pharmacological activities 
in as many conpounds as possible, we conclude that 
adequate proof of any such activity constitutes a showing 
of practical utility." 

""T^^^ ^""^ utility for therapeutic inventions 

despite the fact that an applicant is at a very early stage in the 
development or a pharmaceutical product or therapeutic regimen 
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require chat m applicant dS^^^^Je S^t f t^-^^^^'' " 
bas^on a claimed inveanion is ."ISe'^'.Six^^g^'^ 

animal disorder, in sucii^Ses Se SLSL^!"'?'^^ ^ ^'^^ °^ 
clear-the invention iS^sSS^ bf uS£ S^i^^."^ ^1^^^^ 
parricular disorder, if the aSe^eTutSlS S SS^ff! 
IS no basis to challenge such a eiaitn o» tul^. • ^'^^^ ^ ^ 
utility under § 101? ^® 

D R«lation-hip Between 5 112, First Paragraph, and 5 101 

^^-sfoS^aS^"'' I * deficiene, under § 1^2 

— u^ot: paragraph. For exaiiiDls, t±ie 

not-^d " fniHrHr^iiei^r ^i^^; r' tr^r ^®^®2rai Circuit recently 

claimed does not have utitltrf ^ ^5 "Mention as 

guidelines miist be p?o?":f i^f^o?ec°L^>^''^i^^ ^ ^^^^ 
paragraph, is to be^ix^^S ^n \l^^ltT.SS^. ^o^'^' '^^^^^ 

ak:Ls^°ssLr^^^^^ SSs^^i^Ite^^S^tgr^--^' . 

whether or not an invention iSS u"ut^" tS^! question of 
whether the claims are fuUv suSo^hn 2^'.;, niatters include 

li^^i^^-. proviaea a credinle basis suDoorting ^>,a^ «.,g^^*4_ 

e:ca^le, if an applicaS ^^l^\^f.'oc^s%t^^&\ 
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than -lade of utlli^: S^d^S^^4d1^,?^=?;S-»=^«' 

*• s^s:isft "^"^ ^' tiiity 

The claimed invencion -'s rha rnr-ic t-u^ 

applicant has satJi^Je^ tS'-utn^^y teS^S^?"^^" ^^^^'^^ ^ 
(i.e., each "invention-) ther»fQ-- ^^^^^ =-aiin 

merits for comoliance wUh^i-f-itJif ^ evaluated on its own 
leaking, howeve^ a di;^^^: ^e«3^e!nents. Generally 

i^s utility 3 Se ^fg^S wS^S^-?^i^ ^ invention thkt 

invention havinTSt?*?^ « ShS ^ "^^^^^^ ^ 

utility for a1?eS;^*^t fSS w^SoS^a^ri^t.^J""^^'"^?'' 
coniDounds and Drasent<sT^r^a™tf ^t'^?^ * identxrxed genus of 
gen^al^ttL covering the genus, as a 

™S § mr^' ^ treated as bein| sufficient 

invention is a nmAir— Tl --iveac^on, particularly where the 

Of invention that is ria-;™!^ regardless of the category 

applicant neerS^",.|ij^^ i^4ii,lf ^SS.?^ P"^"^' 
umity for the clL^d'iSLSS-fJ'stlfJg'riSf ^fll^ 
additional statements of utiUtv even ifr^^. J^T ^ i^^' 

l^L"^ "^^tiin £^!^^"tUit3*^' 

applxcant makes one c-^eo-iKia ac.«^**?«r^ ^ Tnus, if 

Claimed inventioTLiSS^ S'Si^JiSeS'^'"^' 
^^^^^^^^i^l^/^l^^^ or incident 

§^fSe-Sl1=Sot^1SH,"S^^^^^^ 

.-?«^« ='^ouidlis'^^bJi5^Si?^ s:i^r° 

an invention. Doing so can inappropriately change 
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the relationsliip of an asserted utility to the claimed invention 
and raise issues not relevant to examination of that claim. 

JL'i?'! •? J*"*^?** well-astablishad Utility for 
tiM Claiaad Zmrwntioii? 

Upon initial examination, the Examiner should review the 
^tT^tiT^'^t^'^ determine if there are any statements asserting 

invention is useful for any particular purpose 

1. An Asserted Utility Mast Be Specific, Sot General 

A statement of specific utility should fully and clearlv exala^n 
why the applicant believes the invention is uS^?ul 
statements will usxially explain the purpose of or how the 
invention may be used {e.g.. a compound is believed to be use-ul 
Sr^!/""!^?^^ """-^ particular disorder) . Regardless of the 
form o£ statement or specific utility, it must enable one 
ordinarily skilled in the art to understand why the apnlicant 
oexieves the claimed invention is useful. 

^ invention has a well-established utility, the 
?J applicant to . specif ically identify why an invention 

SdS^ rio? JSd'l the claimed inJentLn defiS^^ 

unaer § xOl and § 112, first .paragraph. In such cases the 
applicant has failed to identify a "specific uSlf?" forihe 
claimed invention For exanple, a statement that a cc^osifion 
has an unspecified "biological activity' or that does St ix^lLn 
why a coitposition With that activity is believed to be useS 
fa.ls to set rorth a "specific utility.-" m contrast a 
disclosure that identifies a particular biological activity of a 

IS^rtii?^«f I;^^-?- "-"^ ^PPf^^Jioa of the compound does contain an 
assertion or specific utility. for the invention. 

Situations Where an applicant either fails to indicate whv an 
invention is considered useful, or where the arolicSt ^ 
inaccurately describes the utility should rare^ arise One 
reason for this is that applicant^ are raquSli^tf SScloS the 
tSv S^"^ '° -""^ practicing t:he invention a? Set SI 

ol ?hf"=; ^P?t^'=^tion. An applicant who omits a description 

dLi5?K^^;i"'' ^t^-^^^y °f ^« invention, or who incon^jletei; 
describes that utility, may encounter oroblems with rSplct to the 
best mode requirement of § 112, first parag^h ^° 

^* ?L ntility for the Claimed Invention in 

tJie Specification Does Not Per a« Sevate Utility 

Occasionally, an applicant will not explicitly state in the 

SSe?lS™t?on°'^??''"" ^'^"^ " s^cific'Stfuty Sr^-^e 
Claimed invention. If no statements can be found asserting a 
specitic utility for the claimed invention in the SSSfiSIt^on 
SeU-Js?£!?S;:5 V ^ determine if the claimed iS^llon^\ 
well established utility, a well-established utility is one that 
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would be immediately apparent to a person of ordinary skill based 
upon disclosed features or characteristics of the invention 
SSJ^f applicant in the written description' of' the 

invention, xf an invention has a well-established utilitr/ 
rejections under § 101 and § 112, first .paragraph, based on lac^c 
^LS^'-^S: ^^^""^"^ ^ iinposed." For LaiS? If^^pSlic^Son 
teaches the cloning and characterization ^Ihe nucleotiS 
well-lmown protein such as insulin, and th6se 

2^t^^.^T ^t^"" °= ^^-^ insulin had a 

well-established use, it would be improper to reject the claimed 
invention as lacking utility solely becSuse of thr^mitte^ 
statement of specific utility. «uu.uuea 

If a person of ordinary skill would not immediatelv recocni-e a 

userul) based on tne cnaracteristics of the invention or 
statements made by the applicant, the Examiner should reject the 
application under § 101 and under § 112, first paragraph ai 
railing to identify a specific utility for the claiSd i^vSc^ on 
The rejection should clearly indicate that the basis of ^e 
SSffri^Li^^"^^ application fails to identify a soecific 
^S:*^^^- ^® invention. The rejection should also s^cizy that 
the applicant must respond by indicating why the invention i^ 

S^t?^:^,^^S^^^'''^^^"^°^^ sibsequentS ^SeJJed 

utility, can be found in the specification as filed. 

^^^^ 

B. Evaluating the Credibility of an Aasenrad Utility 

1. An Assarted Utility Craates a Prasuaption of utility 

In most cases, an applicant's assertion of utility c-eat-s a 
presumption of utility that will be sufficient t^ s2^?sf^ the 
utili^equirement of 35 U.S.C. § 101." ^ the^/cSiSted'in 

As a matter of Patent Office practice, a SDecif icat^ on 

r^Scone'tn'?? " ^^1— oi utility which co^^efeonds ' 
in scope to the subject natter sought to be patented msX. 

of ?L^?J^^''^^^ to satisfy the utility required 

or § 101 for the entire claimed subject matter uSless 
SroH^'^ a reason for one skilled in the art to question 

^^^„??o^^^^^® °f statement of utility S iti 

scops • 

Thus, Laaasr and subsequent cases direct the Office to presume 
that a statement of utility made by an acolicant is fnZ " Pnr 

S°SL^?^°^%°5-^^^^=^^*=^ def-eJi^crto L S^lica^t • s 

S JSJ^fS^ niJ^^ °^ invention, when a statemenf^f Sillty 
i!„flf^^;^j®^' Office personnel should not begin by questioning ^e 
truth of the statement of utility. Instead^any in^iS mu^?^ 
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Compliance with § 101 is a question of faei- « an^t- - 

tt^ presun^tioa of truth thS an ^Is^tftfof uS?^ w"^""' 
fSjy^^^f personnel ,nust estaLiSISt^tll mor- 

countervailing facts and reasoning suffic^t ?o J2Shl^«'n -n,. 

it is more likely than aot^t Seit^^LlJT"?^? ^""^^f^^ 
false) . statement of the applicanc is 

2. Whaa i, aa Assensad Utility Not 'Credihle^? 

f StSa^S'uSL^^tSfafsS^^^ - 

Office perJ^r^eI^'^^2^'«:?^5-:°S^2°S?!,^^ly ^ dismissed by 

to believe that the asselti^?!' aoJ'StlrSy'f^J ""Jg^" 
a person of ordinary ^^ill i? S^^^ ?L^ t^.y.'^.°^^':^'^^^ ^° 

the facts Son^h Se Sle-^oftf ni^ seriously flawed, or (b) 
the logic ^aerTilg SIS'on 

context refers to the reliabili-v of as used xn this 

logic and facts that a^roff Jrid faS tS °° 
assertion of utility. "^^^^^ °y tae applicant to support the 

consider the asse^liol to ^ -il^^^Sb?! ^^^^ ^""^"^ 

oit^ci'pSSnS^f JSSirLlSi^ ToS^erS-r^^ • . 

types of inventions as "incredibl^ or^e^^^i^^.'S^Lcf""'" 
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labels do not provide the correct foois for the evaluation of an 
assertion of utility. -Incredible nnil ^ -i. . .^„^i„^,„„ ^ 
ggftr^ i nq T7Qint for analysis under S im a conclusion that an 
asserted utility is "incredible' can be reached only after the 
Office has evaluated both the assertion of the applicant regarding 
utility and any evidentiary basis of that assertion. The Office 
should be particularly careful not to start with a presumntion 
that an asserted utility is per se "incredible- and then' proceed 
to base a rejection under § 101 on that presunption. 

Rejections under § 101 have been rarely siistained by ^^ederal 
courts. Generally speaJcing, in these rare cases, the § lOl 
rejection was sxistained either because the applicant faii'ed to 
disclose any utility for the invention or asserted a utility that 
could only be true if it violated a scientific tsrinciple, such as 
the second law of thennodynamics , or a law of nature, or was 
^Oa I y inconsistent with contenmorary knowledge in the art." 
Special care therefore should be taken when assessing the"' 
credibility of an asserted therapeutic utility for a claimed 
invention. In such cases, a previous lack of success in treating 
a disease or condition, or the absence of a proven anina"! model 
for testing the effectiveness of drugs for treating a disorder in 
humans, should nat, standing alone, serve as a basis for 
challenging the asserted utility under § lOl. 

C. Initial Burden is on the Office to Establish a Prima 
Zasis Case and Provide Bvidentiary Support Thereof 

To_properly reject a claimed invention under 35 U S C § 101 the 
Ofrice must (a) make a prima faeia showing that the claimed 
invention lacks utility, and (b) provide a sufficient evidentiary 
oasis for factual assuirotions relied upon in establishing the 
P^^^ fagl^ showing." If the Office cannot develop a prooer prima 

case aasi provide evidentiary support for a rejection under 
§ 101, a rejection on this ground should not be in^josed." 

The pr i ma t^rA^ showing must be set forth in a well-reasoned 
statement. The statement must articulate sound reasons vrtxy a 
person ot ordinary skill in the art would conclude that it is more 
i l KglY t-flgfl ngtr- that cui asserted utility is not erediblf» The 
statement should specifically identify the scientific basis of any 
tactual conclusions made in the prima far showing. The 
statement must also explain why any evidence of record that 
supports the asserted utility would not be persuasive to one of 
ordinary skill. 

In addition to the statement setting forth the prima fag-i^ 
showing. Office personnel must provide evidentiary support for the 
Pmna ff^<:ifi case. In most cases, documentary evidence' (e g 

scientific journals, or excerpts from patents 'or' 
scientific treatises) can and should be cited to support any 
factual conclusions made in the prima f^ri^ showing. Only when 
documentary evidence is not readily available should the Examiner 
attempt to satisfy the Office's requirement for evidentiary 



?age 10 



support for the factual basis of the priina f^^gj^ showing solel^Y 
through an e:qplanation of relevant scientific principles, 

is iiroeracive that Office personnel use sn^ r ificitv in sert^ing 

ZQZZi l an initial rfti'^^ction mder ^ IQI and sunpon. am/ f^nr^^^i 
ggncXusions made in the orirna facie showir^g. For exaniple. Office 
personnel should explain yAxy any in ^/i-ro or in vivo data supplied 
by the applicant would not be reasonably predictive of ah asserted 
therapeutic utility from the perspective of a person of ordinary 
skill in the art. By using specificity, the applicant will be 
able to identify the assuinptions made by the Office in setting 
forth the rejection and will be able to address those assunptions 
properly- 

D. Svidentiary Requests fay an Sxaainer to Support an 
Assarted Utility 

In appropriate situations the Office may require an applicant to 
substantiate an asserted utility for a claimed invention.*® The 
purpose for this authority is to enable an applicant to cure an 
otherwise defective factual basis for the operability of an 
invention. Because this is a curative authority (e.g., evidence 
is requested to en able an applicant to support an assertion that 
is ^inconsistent with the facts of record in the application), 
Office personnel should indicate not only why the factual record 
is defective in relation to the assertions of the applicant, but 
also, where appropriate, what type of evidentiary showing can be 
provided by the applicant to remedy the problem. 

Requests for additional evidence should be imposed rarely, and 
only if necessary to support the scientific credibility of the 
asserted utility (e.g., if the asserted utility is not consistent 
with the evidence of record and current scientific knowledge) . As 
the Federal Circuit recently noted, Mo Inly after the ?T0 provides 
evidence showing that one of ordinary skill 'in the art would 
reasonably doubt the asserted utility does the burden shift to the 
applicant to provide rebuttal evidence sufficient to convince such 
a person of the invention's asserted utility."*^ As coxnrts have 
stated, *it is clearly improper for the Examiner to make a demand 
for further test data, which as evidence would be essentially 
redundant and would seem to ser^/e for nothing except perhaps to 
unduly burden the applicant."^" 

E. Consideration of a Response to a i^mr-j ^ Rejection 
for Lack of Utility 

If a rejection under § 101 has been prooerly inposed, along with a 
corresponding rejection under § 112, first paragraph, the burden 
shirts to the applicant to rebut the prima f^r^\^ showing. An 
applicant can do this using any combination of the following: 
amendments to the claims, arguments or reasoning, or new evidence" 
submitted in an declaration under 37 CFR 1.132, or in a printed 
publication. 
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Once a response has been provided. Office persomel must review 
the coxnplece record, including the claims, to determine if ic is 
appropriate to maintain the rejections under § 101 and § 112. If 
the record as a whole woxild make it more likely t-han not that the 
asserted utility for the claimed invention would be considered 
credible by a person of ordinary skill in the art, the Office 
cannot maintain the rejection." 

P. Evaluation of Svidesice Related to Utility 

There is no predetermined amount or character of evidence that 
must be provided by an applicant to support an asserted utility, 
therapeutic or otherwise. Rather, the character and amount of ' ' 
evidence needed to support an asserted utility will vary deoending 
on what is claimed,^* and whether the asserted utility appears to 
contravene established scientific principles and beliefs.*^ 
Furthermore, the applicant does not have to provide evidence 
sufficient to establish that an asserted utility is true beyond a 
reasonable doubt . Nor must an applicant provide evidence such 
that it establishes an asserted utility as a matter of statistical 
certainty." Instead, evidence will be sufficient if, considered * 
as a whole, it leads a person of ordinary skill in the art to 
conclude that the asserted utility is more likel y than not true , 

ZZZ. Special Considerations for Asserted Therapeutic or 
Pharmacological Utilities 

The Federal courts have consistently reversed rejections fay the 
Office asserting a lack of utility for inventions claiming* a 
pharmacological or therapeutic utility where an applicant has 
provided evidence that reasonably supports such a utility. In 
view of this, Office personnel should* be particularly careful in 
their review of evidence provided in support of an asserted 
therapeutic or phcLnnacological utility. 

A. A Reasonable Correlation Between the Svidence and tlie 
Asserted Utility is Sufficient 

As a general matter, evidence of pharmacological or other 
biological activity of a conroound will be relevant to an asserted 
therapeutic use if there is a reasonable correlation between the. 
activity in question and the asserted utility.^* An apolicant can 
establish this reasonable correlation by relying on statistically 
relevant data documenting the activity of a coiipound or 
composition, arguments or reasoning, documentary evidence (e.g., 
articles in scientific journals), or any combination thereof. The 
applicant does not have to prove that a correlation exists between 
a particular activity and an asserted therapeutic use of a 
conpound as a matter of statistical certainty, nor does he or she 
have to provide actual evidence of success in treating humans 
where such a utility is asserted. Instead, as the courts have 
repeatedly held, all that is required is a reasonable correlation 
between the activity and the asserted use.** 
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tor a new conpound. Such evidence sfaoiild be given aporopriate 
weight in deteraining whether one skilled in the art wuld find 
the asserted utility credible. Office personnel should evaluate 
not only the exist^ce of the structural relationship, but aSo 
the reasoning used by the applicant or a declarant to explain why 
that structural similarity is believed to be relevant to the^ 
e^licant's assertion of utility. 

C. Data from v4.tyQ or Aaiaal Testing ia Generally 
Sufficient to Support Therapeutic Utility 

If reasonably correlated to the particular therapeutic or 
pharmacological utility, data generated using in vit^n assavs, or 

^ aniinal model or a combination thereof aliiost 
invariably will be sufficient to establish therapeutic or 
pharmacological utility for a coiroound, composition or process " 
in case has a Federal court required an applicant to'^Sjo?-: an 
asserted utility with data from human clinical trials . 

fn^^i^?^:''^*' provides data, whether from in vi i-^o assavs or 
animal tests or both, to support an asserted utility, and' an 
explanation or wny that data supports the asserted utility, the 

vl^'Z Z'n ^^^^i ^' explanation iould ^ 

viewed by one skilled in the art as being reasonably predictive o^ 
the asserted utility. « Office personnel must bTcaxeful^o 
evaluate _all factors that might influenced; c^nllSJions of a 

^esroSS/^r-"^ ^ ^° qSSstforiScluding 

une test parameters, choice or animal, relationship of the 

ofSe cn™^S particular disorder to be treated, "^cSIrSeristics 
nrn^SJ^S"^*^ °f composition, relative significance of the data 
provided and, most utportantly, the explanation offered bv the 
applicant as to why the information provided is believed To 
support the asserted utility, if th2 data suTOliS il co^istent 
SderTlo!'^""' SiSi^ a'?^ictSn 

Evidence does not have to be in the form of data from an art- 
recognized animal model for the particular disease or SsSse 
SSf tiS? ^2 which the asserted utility relate! Data f?S^ Ly 
uSL^ih^f/S^i'^T correlates to the asserte?^ 

SroiiS £?f fa^.fTS''^''^^ sunstantively. Thus, an applicant may 
l^im^^l J^^l^ "^^^^ ^ particular animal model with an 
u?iU?v ?h?^™^"%^^ ^° why that data supports the asserted 
utility. The absence of a certirication that the test in ouestior 
IS an industry-accepted model is not dispositive of IheSe^^dfti 
trom an animal model is in fact relevanfto t.hraL'e??ef u'tiMtv . 
ra^s, one Siciliea in tne art would accept the animal tescs as 

Uiosa tests should be considered sufficient to support the ■ 
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c2SSt*n«r ?o S^^^^r^ Utility. « Office personnel should be 
^ f i evidence unpersxiasive simply because no ani^T 

to S.^?^ '^^^^^ condition had b^ esSSSheS pS^ 

to the filing of the application.** pjr-.or 

O. Htiaoa Clinical Dafta 

w^f^ personnel should not impose on applicants the unaecessary 
buraen of providing evidence from human clinical tr^als^^ SS^is 
no decisional law that requires an applicanTtrpr^^Hir daS^S Ji^ 
h^ clinical trials to establish SlitTfor JSScSn ^ 
Jfi^Jj treatment of human disorders." even with respect to 
hi™ i""^ "^^^ art-recognized animal models exist for the 
human disease encompassed by the claims." Before a drug caTLtsr 
human clinical trials, the sponsor, often the applicant must^^ 
provide a convincing rationale to those ssESSiaS sSie^O the 
aru (e.g., tae Food and Drug Administration) that the 
Slif fof;Sa ^ successful, such a rationale ^^uld orovide a 
l^nLlf.i r^°'^°''^ expectation that the investigation may be 
th2"?-i- nh.? determine a protocol for phise I testing, 

S °? clinical investigation, some credible rat^oSl4 

nlc^Za^^ '^L^'ff °" effective or could be effective woSid^" 

2. Safety and Efficacy Considerations 

The Office niust confine its review of patent applications to th- 
statutory requirements of the patent law. OthS agSc°S of ^he 
Government have been assigned the resoonsibiliS ol^Si^c 
advi?^*" standards established by statu^f fo^ SI 
^fl^2?^^^^' ^^^^ °^ distribution of drugs." ^ the 

Federal Circuit recently held, -FDA aporoval, however is not a 

^^IJ^^^^ ^ '^'^ within^e'meLS^ tf 

S'^Ao^^ii® ^ applicant may on occasion need to orovide eviderce 
0?4crnS^^ an invention will work as claimed, it is^?op2"1lr 
Of.ice personnel to request evidence of safety in the SatmS- 
humans, or regarding the deor^. of effectivenL^^" treatment o. 

P. Treatment of Specific Disease Conditions 

Sif'^.f^''®''.^®*^ ^° ^ method of treating or curing a disease fo- 
v^h there have been no previously suIcessful^Latm^ts or c;res 
Slt^L^'SJ^SiJ^r^'' compliance with § 101.- tS facl SI 
ball; fL t ^u"" * <^sease, however, cannot serve as the 

^tiL 14-''°''''^''^^°^ 3n invention lacks utility 

Rather, Oftice personnel must determine if the assl-t^d n^Ti ^ 
for the invention is credible based on t^i SloSJion dJsclosli 

which t^ ass^Sd 

utility IS not credibi ^ should be rejected. assercaa 
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In such cases, the Office should carefully review what is being 
claimed by the applicant. An assertion that the claimed invention 
IS \iseful in treating a symptom of an incurable disease may be 
considered credible by a person of ordinary skill in the art on 
the basis of a fadxly modest amount of evidence or st^ort. in 
contrast, an assertion that the claimed invention will be useful 
in •curing" the disease may require a significantly greater amount 
Of evidentiary support to be considered credible by a person of 
ordinary skill in the art.'* 

It is important to note that the Food and Drug Administration has 
prontulgated regulations that enable a party to conduct clinical 
trials for drugs used to treat life threatening and severely- 
debilitating illnesses, even wiere no alternative therapy exists " 
In?3licit in these regulations is the recognition that experts 
qualified to evaluate the effectiveness of theraiaeutics can and 
often do find a sufficient basis to conduct clinical trials of 
drugs for 'incurable- or previously untreatable illnesses. Thus, 
affidavit evidence from experts in the art indicating that there 
IS a reasonable expectation of success, supcorted by sound 
reasoning, usually should be sufficient to establish that such a 
utility is eredibl a , 
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Utility Review Flowchart 



Identify what applicant has ciaimed as the invention 



I 



Does the invention liave a weil-estabiished utility? 



± 



Has the applicant made any assertion of 
utility for the invention? 



± 




Does the assertion identify a 
specific utility for the invention? 



is the assertion of specific utility 
credibl&? 



Reject under §101 
and §112, 1st fusing 
rejection format "B" 



Reject under §101 
and §112, 1st U using 
rejection format "A" 



Do not reject 
under § 101 and 
§112,1st1I 




Rejection Format "A": Applicant has not disclosed any specific utility for 
, the claimed invention, credibility cant iie assessed. 




Rejection F rmafB": Applicant has disclosed a specific utility for the 
, claimed invention, but the asserti ni notcredibi . 
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whicf rea^f"^ re<^ireBenc is found in S 101 of title 35, United States Code. 

Whoever invents or discovers any new and useful orocess. aacitine 
manuiacture, or composition of aatter, or any new and usenil 
improvement thereof, may obtain a patent therefor, subject to-the 
conditions and requirements of this title. 

' ^ O ia mgnt a v ^nfilr-nhfi-r^ . 447 u.s. 303. 206 uspq 193 (isao); m^r.^^ 

UlShZ. 450 U.S. 175, 209 USPQ 1 (1981). tf . Mnnnn Y 

'(Fed^^ ^^iggir'^ '^r'^^^mg Y '^fn^'ihnw ^T i f . 945 ?.2d 1173. 20 aspQ2d 1094 

If .'^^l^^^''* ^ application deficient under the "userxlness" portion 

iLLr T ^« identified any "specific- utility for the 

invention. Such situations arise rarely; namely where an applicant fails 
entirely to indicate why the claimed invention is useful. For^^e L 
Brsmsr Y lHn^nn > 383 O.S. 519, 148 uspq 689 (19S6). the Supre«7oGr4 
at.iraied a finding by the office that a mechod of producing a oarricular class 
of steroids was deficient -under § 101 because the apolican! dik^o^^aS 
Why tne compounds produced by the claimed process wSre useful? Se ^oalTs in 
question -^s patented by another who had disclosed a utility for =he 
invention The Court refused to consider sufficient a general asser-ion not 
^t:.":. application as filed but instead made by the applicant d^^^g Z 
interference proceeding, that the compounds in question were structurally 
similar .0 others and therefore aiflti possess a particular biological activity 
in conmon with those other compounds. Thus, the Court focused on the fact 

invention in his application. A more recent case involved an assertion that a 
^rtnsu-i^^/^'"^"""" -Plastic-lijce- and could be pressed intoltL^ 

T^no*?r^ ^ ^^""""^ ^ - ?.2d 1197, 26 tJSPQ2d 

1600 (Fed. Cir. 1993). As the court stated: 

Ziegler did not assert any practical use for the polypropylene or its 
film, and Zieglar did not disclose any characteristics of the 
polypropylene or its film that demonstrated its utility. Ziegler did 
not even assert that the polypropylene was useful in applications 
nolJ^.^/' the solid plastics were used, Hather. Zie^er said the 
polypropylene was •plastic-like." 

Id^ at 1203, 26 US?Q2d at 1605. Thus, the failure of the applicant to either 
Identify any use for the invention or to disclose features of the invention 
that would make uses of it readily apparent, was found to r^d^r tie Sa^d 
invention deficient under § 101. -enae- the claimed 

L±1^°'^T that the term -useful' used with reference to the 

529 iL nSr^'^o/r.'" ' ^° 3" U.S. At 

529 148 OSPQ at 693 (simple, everyday word like -useful' can be -pregnant 

:et foT^Ts'ne?^" '"^'t^" '° ""^ '''^''^ • ^-'iVlp^Zl^Ls 

^der^ln? !r!t?L"!^'"!^' - "^-tant to uphold a rejection 

F.2d 853, 206 USPQ 881 (CCPA 1980,, the CCPA r^s:d T ^ll^ I IZ'Z kT 
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that tile applicant had not set forth a •practical' utility under § 101 despite 
the fact that the applicant asserted that the composition was 'xiseful' in a 
particular p h a rm aceutical application and provided evidence to support that 
assertion. 

' Wglsnn V. 626 ?.2d 853, 356, 206 USPQ 881, 883 (CC?A 1980). 

' For example, indicating that a compound may be useful in treating 
\mspecified disorders, or that the compound has ^useful biological* 
properties, would not be sufficient to define a specific utility for the 
compound. Contrast the situation where an applicant discloses a specific 
biological activity and reasonably correlates that activity to a disease 
condition. The latter would be sufficient to identify a specific utility for 
the compound. 

' Knam v. Antf^rsen, 477 F.2d 588, 590, 177 US?Q 688, 690 (CC?A 1973). 
SSSL, s^^s arsmgr y. Mmaon. 383 a.S. At 534-35, 148 USPQ at 695--96. 

S^^, Newman v. Ox^- rrg . 877 ?.2d 1575, 1531, 11 aS?Q2d 1340, 1345 
(Fed. Cir. 1989); In ^a^^nor? 390 ?.2d 985, 989, 155 USVQ 573, 676 (CC?A 
1968) C^An inoperative invention, of course, does not satisfy the requirement 
of 35 U.S.C. S 101 that an invention be useful.*). 

" aroolCtrftft Con, v AdvaT^rrpH Migy^ P^rig^g. xr^r- 977 ?.2d 1555, 1571, 24 
USPQ2d 1401, 1412 (Fed. Cir. 1992) (emphasis added). Se^ also S.r. dn Ponr 
Nemours ^nd Co. v. T^grklf>^/ ^r^r^ m S2Q ?.2d 1247, 1260 n.l7, 205 USPQ 1, 10 
n.l7 (8th Cir. 1980) CA small degree of utility is sufficient .... The 
claimed invention must only be capable of performing some beneficial function 
.... An invention does not lack utility merely because the particular 
embodiment disclosed in the patent lac3cs perfection or performs crudely . . . 
A commercially successful product is noz required .... Nor is it essential 
that the invention accomplish all its intended functions ... or operate 
under all conditions, . . . partial success being sufficient to demonstrate 
patentable utility .... in short, the def^ise of non-utility cannot be 
sustained without proof of total incapacity- (citations omitted).). 

" 5fia In re aran^. 51 F.3d 1560, 34 US?Q2d 1436 (Fed. Cir. 1995); In 
fiaSBflfiS, 475 F.2d 1389, 177 aS?Q 396 (CC?A) , reh-g d^r^^oH 480 F.2d 379 (CCPA 
^^73); In re }larZff<7?Th^ . 439 F.2d 220, 169 aSPQ 367 (CCPA 1971). 

" In re CiSron. 325 F.2d 248, 253, 139 USPQ 5I6, 520 (CCPA 1963). 

S*a*./ In re Sighr^^> 566 F.2d 1154, 196 uspq 209 cccpa 1977). 

" Freqeau V, MOflfSinCThaf^. 776 F.2d 1034, 227 USPQ- 848 (Fed. cir. 1985). 

" Newman V, Qll^qn, 877 F.2d 1575, 11 US?Q2d 1340 (Fed. Cir. 1989). 

" In re HOUghroni 433 F.2d 320, 167 USPQ 687 (CCPA 1970). 

" In re Rushin. 354 F.2d 395, 148 USPQ 221 (CCPA 1966) . 

In re Cinron. 325 F.2d 248, 139 USTQ sis (CCPA 1963). 

" In re gl f.rrrr>r>^ . 419 F,2d 918, 164 USPQ 221 (CCPA 1970). 

" In re Fl^rmfri 417 F.2d 1072, 163 USPQ SQS (CCPA 1969). 
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In rs ^i-'<mlTY , 229 ?.2d 457, 461-2. 108 US?Q 321. 325 (CCPA ^956) 
(•There appears co be no basis in the statutes or decisions for requiring any 
more conclusive evidence of operativeness in one type of case thaT^wthL 

2!e^^?^™.^'' r°"°^- °5 '^'^^ depending on whether 'the 

alleged operation described in the application appears to accord with or to 

IT scientific principles or to depend upon principles 

alleged but not generally recognized, but the degree of ceSainty as ?o Le 
ult^te ract of operativeness or inoperativeness should be the same in al^ 
cases ); L " . -S SflTIflVf . 379 ?.2d 973. 978. 154 USPQ 92. 96 (CCPA 1967) ( ^Thus 

^d!t!/T^ ^ operation alleged can be readily 

understood and conforms to the Jcnown laws of physics and chemistry 
operativeness is not questioned, and no further evidence is required.-). 

The utility being asserted in Nelson related to the a compound with 
•pharaacological- utility. Melson. 626 ?.2d at 956, 206 OSPQ at 88^ of-^ce 
personnel should rely on Jiaiaac and other cases as providing general guidl^ce 

™- T^"*"^^ "^'^^^'^^ ''^ ^ invention that is based on any therapeutic, 
propnylactic, or pharmacological activities of that invention. 

In Ne l son Y , ^m]f- . the cc?A addressed the practical utility requirement 
m the context of an interference proceeding. Bowler challenged the 
^^^^^''^^J^i i^^^ion claimed by Nelson on the basis that Nelson had 
failed to sufficiently and persuasively disclose in his application a 
ofsw^Ji'''''"'"'' invention. Nelson had developed and claimed a class 

of synthetic prostaglandins modeled on naturally occurring prostaglandins. 
^ Sl^^'',^^^^"^' prostaglandins are bioactive compounds that, at the time 
of Nelson's application, had a recognised value in pharmacology (e.g.. the 
st^lation of uterine smooth muscle which resulted in labor induction or 
^'rt^iJ^ ^ -'''I '° °' pressure, etc.) . To support the 

Sr;eiuJts'or'astf in -s appli^tion 

!• demonstrating the bioactivicy of his new substituted 

prostaglandins relative to the bioactivity of naturally occurring 
prostaglandins. The Court concluded that Nelson had satisfied the practical 
utility requirement in identifying the synthetic prostaglandins as 

c^!° '' ^"T =°"^°"^- this conclusion, the court 

considered and rejected arguments advanced by Bowler that attacked the 

^S^'^r'-'^rt' ^'"'"""'^ assertions that the compounds w^f 
poannaco logically active. 

In Ia_^o_j2iiaa. 628 F.2d 1322, 206 USPQ 385 (CCPA 1980). an inventor claimed 
?^^e^^" f:"^?'r*''~'"*' compositions for treating leukemia. The active 
aaent^h ^ "^npositions was a structural analog to a known anti-cancer 
Se sa«.T ^PP^":"^ -°""id«<i showing that the claimed analogs^" 

CoL!^L^ T k'"^^"''''"'^^ activity as the known anti-cancer agenL. The 

war-i^c-:S:L ^ '""^•"^^ ^^^^--"'^ pharmaceutical utility 

was incredible, pointing to the evidence that showed the relevant 
pharmacological activity. 

CirSfir^' J" ^'^^ ^^'^ 1985), the Federal 

S^t a oSlfi^f a finding by the Board of Patent Appeals and Interferences 
S^-v to^n^iS" "^^"^"^ ciisclosed in the application of one 

III ir,T ^ ^"'^^'-^'^ice proceeding. The invention that was the subject of 
the mterterence count was a chemical compound used for treating blood 
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disorders. Cross had challenged Che evidence in liruJca's specification that 
supported the claiaed utility. However, the Federal Circuit relied 
extensively on Uglson y ^nwlr- ia finding that lizuJea's appUcation had 
sufficiently disclosed a phaiaacological utility for the compounds It 
distinguished the case from eases where only a generalized -nebulous' 
expression, such as •biological properties. - had been disclosed in a 
specification. Such statements, the court held, -convey little explicit 
indication regarding the utility of a compound.- 753 F.2d at 1048. 224 USPQ 
745 (citing I n re 7i i T\ . 376 F.2d 936. 941. 153 OSPQ 48. 52 (CCPA 1967)) . 
" Wei son. 626 F.2d at 856. 206 aSPQ at 883. 

The Federal Circuit, in Crass 7. limkn. 753 F.2d 1040. 1051. 224 aSPQ 
739, 747-48 (Fed. Cir. 1985), consented on the significance of data from ia 
iitsa testing that showed pharmacological activity: 

We perceive no insurmountable difficulty, under appropriate 
circumstances, in finding that the first link in the screening 
chain, ^r l ttrg testing, may establish a practical utility for the 
compound in question. Successful in ^A-^r, testing will marshal 
resources and direct the expenditure of effort to further in tHvo 
testing of the most potent coa?>ouads, thereby providing an isaiiediate 
benefit to the public, analogous to the benefit provided by the 
showing of an in vivo utility. 

.^^^""iu' ^^^^ Ci-cui!: reiterated that therapeutic utility sufficient 
under the patent laws is not to be confused with the requirements of the FDA 
w.th regard to safety and efficacy of drugs to be marketed in the United 
Scathes . 

FDA approval, however, is not a prere<;uisite for finding a compound 
useful within the meaning of the patent laws. Seott fv ^ir,r,^^ 34 
F.3d 1058, 1063, 32 as?Q2d 1115, 1120 [(Fed. Cir. 1994)]. Usefulness 
in patent law, and in particular in the context- of pharmaceutical 
inventions, necessarily includes the expectation of further research 
and development. The stage at which an invention in this field 
becomes useful is well before it is ready to be administered to 
humans. Were we to re<iuire Phase II testing in order to prove 
utility, the associated costs would prevent many companies from 
obtaining patent protection on promising new inventions, thereby 
eliminating an incentive to pursue, through research and development, 
potential cures in many crucial areas such as the treatment of 
cancer. 

In TTf ^rnrfl , si F.3d at ISSa, 34 0SPQ2d at 1442-1443. 

" Ss&. s-ju. In rft , 'iirhf'-> . 566 F.2d 1154, i96 uspq 209 (ccpa 1977); m ro 

162 USPQ 594 (CCPA 1969); In Tf Wnrtnn . 517 F.2d 465. 186 USPQ 11 (CCPA 1975). 

lit llTi' III. ^io', ""^ '''' ^^^^^ "-^^'^^ ln-ffi_zauciia. 439 

fact iseL.^ ' ^^ "^DCIIJf such compositions are in 

Co^t^n ^«"-i"tion cannot have taught how to use them.-), 

courts have axso cast the S101-Sil2 relationship such that 5 112 presupposes 
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26 asPQ2d at 1603 ('The how Co use prong of section 112 incorporates as a' 
ZllZ. '~ requiren«nt of 35 O.S.C. S 101 that the spSificati" 
disclose as a matter of fact a practical utility for the invention r. 
the application fails as a matter of fact to satisfy 35 O.S T s loi then rL 
^Ucataon also fails as a matter of law to enablf one ot ol^ sy^TiT 
the art to use the invention under 35 O.s.C. § 112 •)• 111-^1^^377-%^ 
936, 942, 153 OSPQ 48, 53 (CCPA 1967, ( -NecessLiS lon;?i;^;h I U2 
requires a description of how to use presently useful^vii^!!„r 
appucant^d anomalously he re^Sd to t^cJ^^to^^T^ei:"^'^^* " 



29 
JO 



In fft T^rft^f1 l si F,3d at 1564, 34 aS?Q2d at 1439. 



In other words, Office personnel should not iaDose a § 112 fi-s- 

ESS^Hf--— ^^^^^ 

ar. how to make and use the full scope of the claimed invSS wi^^ou^^ 
undue experimentation." m Wy^rrhr aga » ,h ic-t -.crT^^ 
1513 rPed nn. " " ' " - •^'^ ^561, 27 aSPQ2d 1510, 

const 't!?: ; ^^'^^^ relevant in determining what 

uspi II ' 47^f i^t ''^'J;""- ("ting ac^aa^.£aaBa, 230 

uat-g 545, 547 (Bd. Pat. App. & Int. 1986)). These factors include vi^ 
<3uantity of experimentation necessary (2) the 

presented, (3) the presence or ^s'^ae of wo'^^iT^^L'^TrSe'L^SfSr 
if th™°?;, 'L'S:ei'T- (™r:iatli: s^roTL^'e 

brealJh S't^rcSL^'r^""^-^^^ unpredictahility of the art, and (8) the 

An application aay also be defic" ent nnr^oT sun ^ 

t.-ia 327-928, 16 USPQ2d 1033, 1036-37 (Fed Ci- 19901 «5«- 

F^' c"' »95; " '^^ 52 F.3i 1043, 34 0SPQ2d 1565 

=.s.s, the TOUcant .hould be ,„co„r««i to «»i„d the „„eri= claim so as to 
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exclude the species that lack utility. A claim that raises this qfuestion is 
likely to be deficient under § 112, second paragraph, in tezns of accurately 
defining the genus to encompass species that are sufficiently similar to 
constitute the genus. 

^* 5Sfi, g-q- • l^vrhgon Co. v. Row r- Com.. 724 ?.2d 951, 958, 220 QSPQ 592, 
598 (Fed. Cir. 1983), ceyt^. dmied . 469 U.S. 835 (1984) ('•When a properly 
claimed invention meets at least one stated objective, utility under § 101 is 
clearly sho\P«i.'); I?^. rg Gnr^-li^b . 328 F.2d 1016, 1019, 140 USPQ 665, 668 (CC?A 
1964) (""Having found that the antibiotic is useful for some ptirpose, it 
becomes unnecessary to decide whether it is in fact useful for the other 
purposes * indicated' in the specification as possibly useful.'); Tn 

Mala^hnumlri . 530 ?.2d 1402, 189 USPQ 432 (CCPA 1976); g«ffTnar> . Tlaus . 
9 USPQ2d 1657 (Bd. Pat. App. & Int. 1988). 

" Tol^Q-Matig. Tr,g. y. D^nTna Pi-odtik-^Und Mktg, G^f^^llsghaf 1^ m.b.H.. 945 F.2d 
1546, 1553, 20 USPQ2d 1332, 1338 {Fed. Cir. 1991) (''It is not required that a 
particular characteristic set forth in the prosecution history be achieved in 
order to satisfy § 101.'). 

" Saa (^arl Zeiss gtift^Tirg v :?i^ni<.haw ?LC. 945 ?.2d 1173, 20 aSPQ2d 1094 
(Fed. Cir. 1991); Xj^-mm^l . 292 F.2d 948, 130 aSPQ 215 (CCPA 1961). 

" argnner v. Manson . 383 U.S. .at 531, 148 USPQ at 694 (general assertion of 
similarities to compounds loiown to be usef\il without sufficient, corresponding 
explanation why claimed compounds are believed to be similarly useful 
insufficient under § 101); Tn -r«> higgler . 992 F.2d at 1201, 26 USPQ2d at 1604 
(disclosure that composition is 'plastic -like" and can form 'films" not 
sufficient to identify specific utility for invention); Tn Tirk . 376 F.2d 
936, 945-46, 153 USPQ 48, 55 (CCPA 1967) (indication that compound is 
'biologically active" or has 'biological properties' insufficient standing 
alone) . See also In re Jolv . 376 F.2d 906, 908, 153 USPQ 45, 46-47 (CCPA 
1967); Kawai v. Mgtl^sigs. 480 F.2d 880, 890, 178 USPQ 158, 165 (CCPA 
1973) (contrasting description of invention as sedative which did suggest 
specific utility to general suggestion of •pharmacological effects on the 
central nervous system* which did not) . 



" Sear e.g. ■ Ir. ra jQll^s , 628 F.2d 1322, 206 USPQ 885 (CCPA 1980); In re 
ISOna, 340 F.2d 974, 144 USPQ 351 (1965); In rg Langgy . 503 F.2d 1380, 183 
USPQ 288 (CCPA 1974); Tn yg Sigher- . 566 F.2d 1154, 1159, 196 USPQ 209, 212-13 
(CCPA 1977) . 

" In ro Langg>r. 503 r.2d at 1391, 183 USPQ at 297 (emphasis in original). 
The "Langer" test for utility has been used by both the Federal Circuit and 
the CCPA in evaluation of rejections under § 112, first paragraph, where the 
rejection is based on a deficiency under § 101. The Federal Circuit 
explicitly adopted the CCPA's formulation of the 'Langer' standard for § 112, 
first paragraph, rejections: 

[A] specification disclosiire which contains a teaching of the manner 
and process of making and using the invention in terms which 
correspond in scope to those used in describing and defining the 
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344 F.2d 970, 145 USPQ 390 (CCPA 1965). 
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sxibjecc matter sought to be patented mis^ be caken as in conpliance 
with the enabling requirement of the first paoragraph of S 112 imlgss 
there is reason to doubt the objective truth of the statements 
contained therein which aust be relied on for enabling support. 

In rg grf^nfl. 51 ?,3d at 1S66, 34 aS?Q2d at 1441 (quoting In ri» Mar^nrghi . 439 
F,2d 220, 223, 169 USPQ 367, 369 (CC?A 1971)) (emphasis in 3rana) • 

" SSSt, Ir, re Lianqflr. 503 ?,2d at 1391, 183 USPQ at 297; In Malaghnwfilri . 
530 F.2d at 1404, 189 USPQ at 435; In Br^nn. 51 F.3d at 1566, 34 USPQ2d at 
1441. 

" Raytheon Ttoneir. 724 ?.2d at 956, 220 USPQ at 596. 

The evidentiary standard to be used throughout ex qart^g eacamination in 
setting forth a rejection is a preponderance of the totality of the evidence 
under consideration, in r^t^ikgy. 977 ?,2d 1443, 1445, 24 asPQ2d 1443, 1444 
(Fed. Cir. 1992) (•After evidence or argument is submitted by the applicant in 
response, patentability is determined on the totality of the record, by a 
preponderance of evidence with due consideration to persuasiveness of 
argument.'}; In re royV^in 771 ?.2d 1496, 1500, 226* USPQ 1005, 1008 (Fed. 
Cir. 1985) . A preponderance of the evidence exists when it suggests that it 
is more likely than not that the assertion in question is true. Herman v. 
459 U.S. 375, 390 (1983). 

The Federal Circuit recently addressed the presumption of utility standard 
in In rg arana. 51 F.3d 1560, 34 USPQ2d 1436 (Fed. Cir. 1995). In Brana . the 
Office rejected an application as being deficient under § 112, first 
paragraph. The Office asserted that the compotmds were not useful because 
they would not work in treating a particular tumor type, given the well Imown 
failure of other compounds in the same class to effectively treat tumors. The 
Office also provided a reference that criticized the hianan predictive value of 
the models used by Brsuaa to illustrate utility (i.e., certain murine anti- 
tumor models) . The Federal Circuit did not find either of these grounds 
persuasive. It first noted, in in ro ^t-lt,^^ 51 ?.3d at 1566, 34 USPQ2d at 
1441: 

The purpose of treating cancer with chemical compoiinds does not 
suggest an inherently \inbelievable undertaking or involve 
implausible scientific principles. In tp .ToiiAg . 628 F.2d at 1327, 
206 USPQ at 890. Modem science has previously identified numerous 
successful chemotherapeutic agents. In addition, the prior axt, 
specifically Zee Cheng et al . . discloses structurally similar 
compoiinds to those claimed by the applicants which have been proven 
in Yivo to be effective as chemotherapeutic agents against various 
tumor models. 

Taking these facts — the nature of the invention and the PTO's 
proffered evidence — into consideration we conclude that one skilled 
in the art would be without basis to reasonably doubt applicsmts' 
asserted utility on its face. The PTC thus has not satisfied its 
initial burden. Accordingly, applicants should not have been 
required to substantiate their presumptively correct disclosure to 
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avoid a rejection under the first paragraph of § 112. SSS. m 
MflgSflffiThl . 439 ?.2d at 224, 159 USBQ at 37Q. 

The Federal Circuit then criticized the Office for failing to evaluate 
evidence provided by the applicant with the proper level of deference, it 
found that a person of ordinary skill would have considered the evidence 
offered by the applicant, in combination with success by others that was 
documented in the literature, persuasive in support of the appUcanfs 
assertions of utility. It then rebuked the Office for requiSng a higher 

5i"Tat r«r%v^.s::*^'" ,,^1,^. ^ ^^^^^ ^ i^L^^^ 

51 r.3d at 1567, 34 aSPQ2d at 1442 {footnote omitted): 

The Commissioner counters that such in yiyn tests in animals are 
only preclinical tests to determine whether a compound is suitable 
for processing in the second stage of testing, by which he 
apparently means ic-mm testing in humans, and therefore are not 
reasonably predictive of the success of the claimed compounds for 
treating cancer m humans. The Commissioner, as did the Board 
conruses the rejjuirements under the law for obtaining a oatant'wi'-h 
the requirements for obtaining government approval to market a 
particular drug for human consumption. Ss& Sgfir~ rr g-iriflfY 34 - 3d 
iOSa, 1063, 32 USPQ2d 1115, 1120 (Fed. Cir. 1994) ('Testing for" the 
run satety and effectiveness of a prosthetic device is more 
properly left to the Food and Drug Administration (FDA) . -ritle 35 
does not demand that such human testing occur within the confines of 
Patent and Trademark Office (PTC) proceedings.-). 

Given this strong indication by the Federal Circuit, the Office must be 

J*"" It unreasonably high standard of proof for applicants to 

establish a therapeutic utility. s*4.j.«=«»6s to 

l a re r^z^^y^. . 379 ?.2d at 978, 154 USPQ at 96 (footnotes omitted), 
llTi perspective on rejections for lack of utility. In reversing 

icFA^hSd?^' ^'''"^ ^ — ' 

^ Appellant's discovery here does not appear to us to be of such a 
speculative, - abstruse or esoteric nature that it must inherently 
be considered unbelievable, -incredible, - or -factually misleading. - 
No. does operativeness appear 'unlikely- or an assertion thereof 
appear to run counter -to what would be believed would happen by the 

l^^./tr°''' ^ appellant's field of enSavor 

appear to be one wnere -little of a successful nature has been 
developed- or one which -from common knowledge has long been the 
suaoect matter of much humbuggery and fraud.- Nor has the examine- 
presented evidence inconsistent with the assertions and evidence of 
operativeness presented by appellant. 

" In qflnhf-r , 524 F.2d 1222, 1224, 187 OSPQ 664. 666 (CCPA 1975) 

ief forS^'S^^T "° operability - it must 

set tor f a cttum 'Pflcinr«i which would lead one skilled in the art to question 
the objective truth of the statement of operability.-). 

5aa, a^. I n Ofr-V- , 977 p. 2d at 144S, 24 USPQ2d at 1444 (MTIhe 
examiner bears the initial burden, on review of the prior art or on any other 
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ground, of presenting a gglnia fflfTlf case of unpatentability, if chat burden 

a^lf^^nf^ ''"^ "^"^ evidence or argument shifts to the 

applicant .... if examination at the initial stage does not produce a 
Pr;nin i rir-p case of unpatentability, then without more the applicant -s 
entitled to grant of the patent.') . ^i^n Pr^^^,, ,r mq^^s^^h^^^ %,g p , , 

I n ^1rl<!frV' . 74S F.2d 1468, 223 USSQ 785 (Fed. Cir. 1984). 

L!!! .^?-'"^ "^^'T ' ^""^ ^-^^ ^" ""^^ (CCPA 1967) (-When 

^ll il T^^'"^ °^ ^"^'^ °^ "^^^^y ^ °~ ot ordinary 

sJcxll in the art. it is not iaproper for the exaainer to call for evid^Hf 
operativeness.-). 5flfi^ In ^. Jollr-t, 628 F.2d at 1327. 206 ^5^^^^ 

924, 928. 134 USPQ 335, 337 (CCPA 1962). 

*» Iaj:2_33aoa, 51 F.3d at 1566, 34 aS?Q2d at 1441 (citing in g^^m. 542 
F.2d 430, 433. 209 USPQ 48. 51 (CCPA 1981)). 



" In - 

SI 



i n rg T . lflfir'i , 347 F.2d 387. 390, 146 USPQ 193, 196 (CCPA 1965) 



pressing a^^^^: """"" "^"^ °^ °" ^^--i' « 

of / ^^^^ " unpatentability, if that burden is n«t. the 

burden of conang forward with evidence or argument shifts to the 
applicant. . . After evidence or argument is submitted by the aoolicanr in 
response, patentability is determined on the totality of re^d^^a 
" consideration to persuasiveness of^ 

rais^riftJ^" provided by an applicant must be relevant to the issues 

set^or-^ SLrr'':°K; ■ 1°' in which conclusioS are 

set .or.h without establishing a nexus between those conclusions -nd -ho 
supporting evidence, or which merely express opinl^^^^e'f JLI^^^" 

rr2T4r2orSp.'^^ ~t! lssj Ts^ sitf^r-' 



Lr^lf^^'sLSrS of an applicant's response to a 

?Sri:ft47 "cpI ^ ^^n.>1.rr . 531 F.2d 1043. 1052. 189 

When prima facie obviousness is established and evidence is 
submitted m rebuttal, the decision-maJcer must start over An 
earlier decision should not, as it was here, be considered as'sefin 
oTHTt. ^^^--^^'^ -e^'^tal evidence then be ^^[^tid oSy 
on Its )cnockdown ability. Analytical fixation on an earlier 

b^^H ^"^^•'^ '^'^ decision with an undeservedly 

broadened umorella effect. Prima facie obviousness is a le^S 

i^ ^ltTr'J'''^ * established by rebuttal evidL^ must 

ni^^ef llT' """^ "^u °° '""^ conclusion 

was reached, not against the conclusion itself. . . (s]uch finding 

^t\llt """^ Of all facts in evidence, ^Inf lue^c^ly 

any earlier conclusion reached by an earlier board upon a different 
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record. 

5x narr_g yoronson. 117 USPQ 22S (Bd. App. 1957) , the applicant: asserted 
that a drug would provide relief from the pain of ulcers. The Examiner 
rejected the claiM on the basis that the applicant had not shown that the 
drug was effective in curing ulcers. The Board reversed the Examiner and 
indicated that the evidence necessary to support the asserted utility merely 
had to demonstrate that the stibjects ielt betrer after using the drug, 

" In rg gazaVS. 379 F.2d at 978, 154 USPQ at 96; Tn ^ rh^lr>»^w 229 F.2d 
at 462, 108 USPQ at 325. 

" In Irons 340 F.2d at 978, 144 aSPQ at 354. 

Nelson v. 9Qwlf>y. 626 F.2d 853, 856-57, 206 aS?Q 381, 883-84 (CC?A 1980) 
(reversdLng the Board and rejecting Bowler's argummts that the evidence of 
utility was statistically insignificant. The coxirt pointed out that a 
rigorous correlation is not necessary when the test is reasonably predictive 
of the response) . See also ^ev g^ll^r^ v. ^g^iS;,^*- 493 p. 2d 1380, 
181 USPQ 453 (CC?A 1974) (data from animal testing is relevant to asserted 
human therapeutic utility if there is a "satisfactory correlation between the 
effect on the animal and that ultimately observed in human beings") . 

" CrOSf? Yi Tin-TlTfl. 753 F.2d 1040, 224 USPQ 739 (Fed, Cir. 1985); in 
ilfliiaa. 628 F.2d 1322, 206 USPQ 885 (CC?A 1980); MelaoTi t^^lo^ 626 F.2d 
853, 206 USPQ 881 (CCPA 1980), 

Nelson v. tinwi^r-, 626 F.2d at 857, 206 USPQ at 884. 

^ In rft Jol?,*^!^. 628 F.2d 1322, 206 USPQ 385 (CCPA 1980), the claimed 
compounds were found to have utility based on a finding of a close structural 
relationship to daunorubicin and doxorubicin and shared pharmacological 
activity with those compounds, both of which were known to be useful in cancer 
chemotherapy. The evidence of close structxjral similarity with the known 
compounds was presented in conjunction with evidence demonstrating substantial 
activity of the claimed compoxmds in animals ctistomsurily employed for 
screening anti-cancer agents. 

A cursory review of cases involving therapeutic inventions where utility 
(either under § 101 or S 112, first paragraph) was the dispositive issue 
illustrates the fact that the Federal courts are not particularly receptive Jto 
rejections based on inoperability . Most striking is the fact that in those 
cases where an applicant supplied a reasonable evidentiary showing supporting 
an asserted therapeutic utility, almost uniformly the utility-based rejection 
was reversed. SS^, in re grar^a. 51 ?.3d 1560, 34 USPQ2d 1436; Cross v. 

liaulsa, 753 F.2d 1040, 224 USPQ 739 (Fed. Cir. 1985); In Joll^g . 628 F.2d 
1322, 206 USPQ 885 (CCPA 1980); N^lsor^. v q^wl 626 F.2d 853, 856, 206 USPQ 
881, 883-84 (CCPA 1980); In rg Malaghowslri . 530 F.2d 1402, 189 USPQ 432 (CCPA 
^^'^^5' gauhfrr. 530 F.2d 1402, 139 USPQ 432 (CCPA 1975}; in Ga^av^ . 

379 F.2d 973, 154 USPQ 92 (CCPA 1967); In ^^^^r^r. 311 p. 2d 249, 135 USPQ 
419 (CCPA 1962); In KrlTOftl . 292 F.2d 948, 130 USPQ 215 (CCPA 1961), 

Only in those cases where the applicant was unable to come forward with any 
relevant evidence to rebut a finding by the Office that the claimed invention 
was inoperative have utility rejections been affirmed by the court, in re 
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Cittoa. 325 F.2d ac 253. 139 OS?Q at 519-20 (therapeutic utility for an 
uncharacterized biological extract not supported or scientifically credible i • 
in r° ^nr1nn . 4ia ?.2d 540, 543-44. 163 OSPQ S89, 690 (CC?A 1969) (record Ad 
not establish a credible basis for the assertion that the single class of 
conipounds in <juestion «ould be useful in treating disparate types of cancers) • 
- n rf Nnvnlf . 306 F.2d 924, 134 aSPQ 335 {CCPA 1962) (claiaed 
have capacity to effect physiological activity upon which utility claim 
r^an lo. ^ " "^^^'^^ ^ In rn rmnnf-:. 475 F.2d 1389. 177 

found to be supported through a showing of utility for one species. 

Sfi£, a^, BX Mr-;P Mnn'S . 9 0SPQ2d 1746 (ad. Pat. App. 4 Int. 1987) . £v 

Bar^^ '^fl^Tfir-n^ 2i aspQ2d 1892 cad. Pat. App. & int. 1991). ' 

" A number of decisions have addressed the question of whether aniaal data 
provided sufficient evidence of utility. 

In Jr . rs Hfirrnn , 311 ?.2d 249, 13S USPQ 419 (CCPA 1962), the applicant 
submitted affidavit evidence that the compound tested successfully for 

^^r^r^'"''! ^'^-''^^^^ ^ ^^'^^ toxicity in the -standard experimental 
animal." The court held that -inherent in the concept of the ^tandaS 
experimental animal' is the ability of one skilled in the art to oake the 
SerS;^^ correlation between the results actually observed with the animal 
S^fSS ^>,T^ the probable results in human therapy.- Therefore, the court 
35 -a S C solutions were useful within the meaning of 

In I T . rft^rirninH . 292 F.2d at 953, 130 USPQ at 219.' the court held that when 

!^?^^f"T°° '"^^ ^ compound for the treatment of 

St^i^al^ " '"^""^ " treatment of humans, and when 
S^t'S; J:''^^ '^"^ 'Standard experimental animals' establish 

that ^e compound exhibits a useful pharmaceutical property, sufficient 
statutory utility for the compound has been presented^S coi^; SSed 

- usually^elTSose 

Te^llTon ' '° '""^''"^ particular pharmaceutical application in 

r^f?;Jf?^"^S°^' "'^^ ' 1386), the Board 

l^ll^t rejection under 35 O.S.C. § 101 that claims drawn to 

thus lacked patentable utility. The Examiner did not supoort the assertionT^ 
eiide^r ^ applica^1i3^L:"r'^ 

^it^Z.T.l't^Tr:^ ^!:."?^^ "^'-^ acceptable 



witx nha™,.«i • 1 ''^^"^''^ animals which were known to correlate 

wit., pharmacological effects observed in humans, were sufficient to 
demonstrate the utility of the claimed compounds. ^° 

IreaS^/LSiT'T't^* effectiveness of a drug or a 

utl^-r li i T ^^^^'^•'^ * '"^^ ^ invention has 

Tal^'lL. ^riT^fm-^lnr . 229 F.2d at 461. 108 aSPQ at 325 ('The mere 

f,!;:- ^" something has not previously been done clearly is not. in itsel' a 

sufricient basis for re-ie'-^'"" »ti i.-.^.—^ „ . ^ i^sex-. a 

do i^ '\. T« M ,^7"*" -b'yi-^au.^.utis purporting to disclose how to 

do It ). in rp WnOflfly , 331 F.2d S36, 639, 141 USPQ 518. 520 (CC?A 1964) Clt 
appears that no one on earth is certain as of the present whether the process 
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claimed will operate in the siazmer claiaed. Yec absolute certainty is not 
required by the law. The aere fact that something has not previously been 
done clearly is not, in itself, a sufficient basis for rejecting all 
applications purporting to disclose how to do it'). 

" Indeed, in Tn re Tsaaca. 347 ?,2d 389, 146 US?Q 193 (1963), the CCPA 
stated: 

No authority has been cited and we have been able to find none which 
requires that in order to secure a patent, utility of a 
pharmacologically active substance snist be proved by in vivo 
testing. The mere fact that the claimed invention may have possible 
utility in vivo does not warrant disregard of in vitro activity 
where the claims are not limited to in vivo use. 

Similarly, in In ro Lanqgy. 503 F.2d at 1392-93, 183 USPQ at 297 (footnote 
omitted) , the CCPA, after considering the evidence relied upon by the Office 
in imposing a § 101 rejection stated: 

It is not proper for the Patent Office zo require clinical testing 
in h um a ns to rebut a prima facie case for lack of utility when the 
pertinent references which establish the prima facie case show in 
vitro tests and when they do not show in vivo tests employing 
standaurd experimental animals. 

" SX garte Salsariai/ 21 US?Q2d. 1892 {Bd. Pat. App. & int. 1991) {human 
clinical data is not required to demonstrate the utility of the claimed 
invention, even though those slcilled in the art might not accept other 
evidence to establish the efficacy of the claimed therapeutic coo^ositions and 
the operativeness of the claimed methods of treating humans] . 

Congress has created a special agency to determine both the safety and the 
effectiveness of new drugs. That agency is the Food and Drug Administration 
(FDA). According to 21 U.S.C. S 355(a), in order zo introduce or deliver for 
introduction into interstate commerce any new drug,- an individual must obtain 
approval of an application filed with the FDA. The statute defines •drug* 
extremely broadly and defines ^new drug* as any drug not generally recognized 
as both safe and effective for the use suggested. See 21 U.S.C. §§ 321(g) and 
(p) . Under FDA regulations, the clinical investigation of a new drug is 
genersLLly divided into three distinct phases- The general principles of new 
drug investigations require the agency to asseiss the likelihood that 
investigations will yield data capable of meeting the statutory standards for 
marketing approval before granting approval of these phases. 21 CFR 
§ 312.22(a). Part of these statutory standards include the requirement that 
the drug prove gffegr^ive. a higher standard than the utility requirement- 21 
U.S.C. § 355 (a), 21 CFR § 314.105. rf. Tn rp r^nnc: 340 ?.2d 974, 978, 144 
USPQ 351, 354 (CCPA 1965) (reversing the Board of Appeals' utility rejection 
and pointing out that proof with a double blind test-even where the art 
recognized a very significant placebo ef f ect-amoimted to proof beyond a 
reasonable doxibt, which was not required to comply with 35 U.S.C. § 101) . 
Indeed, the simple request to begin testing the drug requires sxihmission of an 
explanation of the rationale for the research, as well as information relating 
to the effectiveness of the drug. 21 CFR §§ 312.23 (a) (3) (iv) , (5) (iv), 
{ 8 ) ( i ) , and ( 9 ) ( i ) . Thus , the FDA pursues a two-prong test to provide 
approval for testing. Under that test, a sponsor must show that the 
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«3ury and that there is an acceptable rationale fJTSe^LS 11 " °' 

natter, there aaast be a rationale for belief tSt . ""^^ 

affective. oexievang that the coavound cotild be 

If the use reviewed by the FDA is not fn^n ^i. 

review nay not satisS^ 35 aXc 5 m i^:*,^"^"^^-""' ^ 

set forth in the speSf^cat-'l^ However, if the reviewed use is one 

a rf* ^rfinr^. si F.3d at 1568 34 uspnod ia>!-i 
34 F.3d at 1063. 32 asPQ2d at iiio ' S«6i : y , ^^rrnr , 

" SS& I n rft fflrhm . 566 F.2d 1154. 196 OSPQ 209 (CCPA 1977)- t„ 

311 F.2d 249, 135 aSPQ 419 fcCPA t« \ ! In Ff 'TflT-pp . 

594 (c-oA iggqi « In ^nr^nna:. 414 F.2d 1383, is2 uspq 

ai'^ (Cw?A 1969); In rs WfirSPr, 517 F.2d 465, 186 USPQ 11 (c^a 197q» t! 
iSiSSnsl. 292 F.2d 948. 130 USPQ 2^5 (C^x ^ 

907 (Bd. Pat. ADp. t int. 1981) l?flr-f .Tmrfinmrln . 211 USPQ 

70 



required a good anderstaodis, of tj .ate ^! f««™^cion aas always 

' F.2d 1322. 206 USPO 88S fc-oa taon\ t « -'=viA«xe. 

540, 163 USPQ 589 (ccPA L ^ ^ITf^nff. 418 F.2d 

APP & InteT i«0 f ■ ^ ^^'''^ " °SPQ2d 1379 (Bd. Pat. 

l«fi» ? ■ S« 1 0SPQ2d 1908 (Bd. Pat App & mt 

1986); SX QflTTP 'Tr^ftllrn. 231 OSPQ 746 (Bd oat Ann c t !' VS!;/ 

Jgyaro^rr. . 211 uspq 907 (Bd. Pat^ App. 19^; ' ^^^^ 

I n rft 'lir'ipn , 566 F.2d 1154, 196 uspq 209 (cc«a ig77> t 

F.2d 1322, 206 USPQ 885 (CC^A 1980) Ml -Z '^^^IftS - "8 

(Bd. Pat. APP 4 lat i957r 5fift-aiafl ssjasts-Sasaasim, ii7 uspq 229 
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Sj^ 21 CFR §§ 312.80-88 (1994) 



